
, 

October 21,2004 

ING I ETI’ER NO. 2005-NOL-02 

~EDEM EXPRESS 
QWPRY 
Mrs. Lana M. Peterson, owner 
Willson InstnuIlcnts for Medicine 
121 West Camphor Avenue 
Foley, Ahtbama 36535 

Dear Mrs. Peterson: 

On July 21,22, and 28,2004, a United States Food aud Drug Admk&ation (FDA) investigator 
inspected your firm, located at 121 Weat Camphor Avsnut, Foley, Alabama. FDA haa determined 
your firm is a finiahed device mauufrecturer far sterile guide wirea. Guide wirea are devices as 
defined by Section 201(h) of the Federal Food, Drug, arxl Cosmetic Act (the Act). You may find the 
Act and associated regulations through links at FDA’s home page at www.fdam. 

The inspection revealed your devices are adulterated within the meaning of Section 501(h) of the 
Act, as methods used in, or facilities or controls used for de@, manufhcturing, pack&g, labeling, 
storage, or installation are not in confbrmance with the Quality System regulatioat for medical 
devices, ss specified in Title 21, Code of Fedeml Reguhtiorrs, Part 820 (21 CFR 820), as follows: 

1. You failed to establish and maintain a quality system appropriate for sterile guide wirea to meet 
requirements of the Quality Syatan regulation (21 CPR 820.5). You are the finished device 
manufhcturcr for the sterile guide wires, as well aa the pcitication developer. Aa such, you are 
responsible for all functions your firm performs oc should perform under 21 CFR 820 and all 
functions occurring at your contract mauufkcturer(s). Under these regulations, you are 
responsible fbr evaluation of supplierskontractora; type aud extent of control to be exercised 
over products. services, etc.; and, establishment of clear purchasing data, including quality 
ll3quirements. 

2. You have not established and implemented procedures fbr the following: 

a. Receiving, reviewing, and evaluating complaints in a uniform and timely manner. In 
addition, you have no procedure for investigating or evaluating complaints to determine if a 
Medical Device Report should be filed (21 CFR 803), as required by 21 CFR 820.198. 
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b. 

c. 

d. 

e. 

f. 

g. 

Eu&,u~ all purchased or received products and services conform to specified requiremaats 
and addmsing evaluation of your suppliers and contractors, in&ding quality requirements. 
You have no procedures for purchasii or handling changes in products or service6 to 
detumine whether a change may have an adverse affect on quality of the finishal &via+ ~18 
required by 21 CFR 820.50. 

wires 

rcq&ernmts. You have no records to documurc9ll(lllor the con- sterilizer have 
been evaluated within the past five yeam. You have not defined the type and extent of 
mml to be cxcrciacd over the product, acrvicea, and mupplicra based on any evaltions. 

Receiving or final acceptance activities nor records do~~8nting these activities, as required 
by 21 CFR 820.80. 

Label control, including release of new labeling, product labeling, and label use in device 
history records, aa required by 21 CFR 820.120. 

Document control, including approval, distribution, and change of documents, as re@rcd by 
21 CFR 820.40. 

Handling and storage to prevent mix-ups, damage, deterioration, contamination, or other 
adwrse effects aud ensuring no obsolete or deteriorated products am distributed, a~ ruluimd 
by21 CFR 820.14Oand 150. 

Ensuring purchase orders am reviewed and only those devices approved for release arc 
distributed. Further, you have no procedure addmkng maintenance of any contrdlot 
numbem associated with the finished device, as required by 21 CFR 820.160. 

3. You do not maintain device master or history records for sterile guide wires, nor do you have 
access controlled to those records, if any arc maintained at coutract manufhtwu-(s) or 
suppli@) in order for you to fulfill your obligations under 21 CFR 820.40,80,90,100,140, 
150,160 and 198. These documents arc necessary for ensuring each lot of sterile guide wires 
has been manufactured in accordance with spccifial requirements and regulations, as required by 
21 CFR 820.181 and 184. 

Your guide wires am misbranded within the meaning of Section 502(o) of the Act, as they were 
manufactured, prepamd, or processed in an establishment not registered under Section 510 and not 
included in a list required by Section 510(j) of the Act and 21 CFR 807.20. Enclosed arc forms fbr 
registering your firm and listing your sterile guide wires. More information can be found on FDA’s 
website at www.fda.rtov/cdrNrcrdistoa~.html. 

This letter is not intended to be an all-inclusive list of deficiencies at your facility. It remains your 
responsibility to ensure adherence to all requirements of the Act and regulations. The specific 
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violations noted in this letter and Form FDA 483 issued at the CO~C~US~ of the inspection may be 
symptomatic of scxious underlying problems in your establishment’s quality system, You are 
responsible for invcstigatiug and dct umining causes of violations identified by FDA, ami initiating 
permanent corrwtive and preventive actions in your Quality system. 

Federal agencies are advised of the issuance of all war&g ktkrs about devices so theymay take 
this information into account when considaing the award of contracts Additionally, no rcqucsts fat 
Certificates to Foreign Govemma~ ts will be approved uutil violations related to subject devices have 
been corrected. 

You shoufd take prompt action to correct these violations. Failure to correct these violations 
promptly may rumlt in regulatory action by FDA without Guther notice. These actions inch&, but 
sre not limited to, seizure. injuuctioQ and/or civil plalties. 

We arc aware you made a verbal commitma& at the close of your inspection on July 28,2004, to 
correct observed deficiencies. You should notiQ this office in writing, within fiftan (IS) wotkiug 
days of receipt of this letter, of specific atq you have taLea to cow uoted violationa, in&ding an 
explanation of each step taken to identify and make comxtions to any uuderlying systems problems 
necessary to aasurc similar violations will not recur. If corrective tion cannot be completed within 
fifteen (15) w0rki.n~ days, please state the reason ti delay and time within which conzctions will be 
completed. 

Address your reply to the U.S. Food and Drug Administration, Attention: Cynthia R. Cracker, 
Compliance Officer, 100 W. Capitol Street, Suite 340, Jackson, Mississippi 39269. If you have 
questions regardin any issue in this letter, please con&t Ms. Cracker at (601) 965-4581, extension 
106. 

Sincerely, 

+$fE!sd . 
District Director 
New Orleans District 

Enclosures: Form FDA 483 
21 CFR 820 
Form FDA 2891 
Form FDA 2892 


